Trichomonas vaginalis is a common sexually transmitted pathogen found in 5 to 10% of women in the general population, with an incidence of more than 200 million cases worldwide (1). Current methods of diagnosis include direct visualization through microscopy, which is rapid but only 58 to 82% sensitive (9); culture, which has a sensitivity of up to 95% but requires a week to produce accurate results (4, 5); and PCR, which has a sensitivity of 95 to 100% and can be used for vaginal or urine specimens (4, 6). The Xenotope (Xenotope Diagnostics, Inc., San Antonio, Tex.) diagnostic kit is a monoclonal antibody-based detection system for T. vaginalis antigen that requires 10 min to use and can detect the presence of 10 to 100 organisms in 0.5 ml of vaginal fluid. To assess its sensitivity and specificity, we compared the Xenotope test to the In-Pouch culture method (BioMed Diagnostics, Inc., San Jose, Calif.).
onance energy transfer (FRET), and TVK3/TVK4. The two Xenotope-negative, In-Pouch-positive specimens were both negative by TETR PCR but both positive by TVK3/TVK4. One was positive and the other was negative by BTUB FRET.
Compared to culture, Xenotope has a 90% (95% confidence interval, 69.9 to 97.2%) sensitivity and a 92.5% (95% confidence interval, 80.1 to 97.4%) specificity. The manufacturer's stated performance for Xenotope is 100% sensitivity and 98.1% specificity when compared to culture. However, PCR is documented to be more sensitive than culture (3).
The specimens used in this study had been frozen for 3 to 7 months. Specimens used in the manufacturer's testing of the Xenotope test had been frozen for up to 10 years at Ϫ80°C and had perfect correlation with the wet mount (John Alderete, personal communication). Our unpublished personal experience suggests that freeze-thawing Trichomonas DNA decreases the sensitivity of PCR.
The Xenotope test is a rapid, accurate diagnostic tool for vaginal swab specimens, with a sensitivity approaching that of culture. However, molecular diagnostic techniques suggest that Xenotope might be slightly less specific than culture. This was a small study with promising results but wide confidence intervals, and further evaluation of this diagnostic assay is necessary.
